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[4tftSS:ft<E>fl6B] 

[tf&SIl] (A) -fcl£ffl ^r«^»-<7I>^3?S P E T3!JdoCC>P E 
Tttflfll 0 0 SfiSSk (B) 4>ft<tfelB0Kzj|, 

ffl<9#f£ f/X Wb-&^ffl-&#:^ <a tt S 7"P >v £ fctffT •& 
^"p^^AS^I - 1 0 0 /BSBKMOUc (C) xtf* 

\s7 * (m ms&z 

PeSftZtlT Hi^Q^ #ffi£#T?fc * 315^55 1X112 
t-33imcoW± P E T»J»«UM&. 

[0 0 0 1] 

T#h;k PET7^;l,A. PET«iH«S<OPET«lffi 

r*. 

[0 0 0 2] 

to o o 3] at*, «i»€ie'ju-f ^;ns*tjiff$n, 4 



'&m 2 0 0 3 - 2 2 1 4 9 8 
2 

[0 0 0 4] ffifflW^PETaKh^GMZU ^ff^. ^ 

fflt^dtH FDA (Food and Drug 
Administration) CD&a]-£&g[& L&U 

ftx *fcPET7Hh;HX^|.'\CDrJWffl04iili:UTHt. I® 

js^sia < - a *it t» tf & v». , 

[0 0 0 5] WttJflEJgft-soSWffl^aiis^nflBB&tL, 

■Ctfjfi. #ias#co^Sfts^si 20t~i 3 orttiQ: 

JO [0 0 0 6] PET©Pf7 ^-^<OflD**>#?£flpiS-!|-r£ 

^*75-& <»|Jlj¥ 1 1 - 1 2 3 7 1 9 ^$5) ^ x 
»© P E T > h S:^tbfiEJg«ICiS^«:.-te LT^> h 
0*»6*»^»*T**J* (wpgjpte - 3 1 5 95 9?- 
- 6 0 8 0 3«ii4B«:if) <c£*«*53iE* 

* ^ o sas^s t * iig c t v sfe fc ^ > h it: w 
o [ooo7] jfc, 9-i«stsam 

%tKfe-|-^^rrP!^5S"^*»3, ?¥£P ET*fi]JHl,fc£ 
[0 0 0 8] a^fC, PET*-S-tr#UX^?jmrffi7 
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57-16112 4mm. xmw&m4 0 7 l 5 0 4 

(WBS-Tl 0 - 1 3 0 4 8 2**MR) 
[0 0 0 9] 7*Q-> + >/7-CD)!SjJ:A^^e7 «j i-^jtcDI^ 

(4*Ba¥8- 2 2 5 6 3 7^«, &03T-1 0 - 
8 1 7 3 9 ^4i«U nm 2000-334773 -5^$g 

!fr 6tt»fb-r«Si2faAfl:ttfii SOTS ^ U y t> 

w dtgE^iaf mm 2001-26015 

[0 0 10] 

[»W«ftl,±5i:tiillH] WaoiffiO. M3EPE 
P E TI&^BO^feWmfifcjga^oHSpJfflj&tJifijR^^ 

tifcpETaa^aifeaiia. ^i^tht^ *t>* 

©EHK P E TSJfi e+«-fc«fl:T**««t<D*»«ttt* 

w*feTfiS:$nTUfeuitj^ifcfe5. 

[0 0 1 1] ioi, JWBWtt. ±fflPETWm»U£4fc 

P E T b)VZt<D P E TSlfflol»S*ffl<J!)r5JpJffl £i£*-T 
S^&o-fSft/tfcCDT^o-^ /^?J5P E 

[0 0 12] 

^^77 K^^=5!KfScoSiJ^Tf52-&UT, PE 



WW 2003-221498 
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[0 0 1 3] EJ1*> V (A) 
KPETM(OPET»,ai0OMSf > (B) '> 
fe < t *> l am f-^?7®«fl:*ttj6-&#^ :/o 
5/ tt, 1 ffl©#sfis?x>{b£4&ftfc#,ft£ 

4*7Dy^#t57Dy^iita^i-vi 0 oass 

«.*tffc (C) I#+yfitt*U70M^tH 
*"^fiKr4;ii:(j:J;-3Tf56n$W^PET»JS«safiJi 

[ooi4] -mz^mm^m^mm^mmit. w 

JRP E T# h;kfe^-©p ETflBflOt&SfrflSfflVifcJipaj 
iB«C«r»*«JtUT«r»*+Ts iSafeiBfflr^Srin*.*^ 
20 PET*s»^*«<o*ga«fl6 (ffl«« 

^^7-f >-Hcfi^#«ttfz:^JSS (#-) ^#0^7 

so ssi?stt©(S]±©^fee,-r. ^BU^ttor^^t^* 

[0 0 15] 

LTEJiR$^fcPETSiffltf(feS7HK;k 35? 

«-a©*#S«. -flglc l 0inin«TT*a©*i^SU 
S tt B u 7 y «x ttSffiftKT $ 5©iJ!)fSU). 
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b £ ffij^f -5 =b <D "CU ^ Z. t \t H -5 * 7? ft K 
CO 0 1 6] *»WT? (B) ^iLTfffln^Oy 

7 £4>&< tfe 1 <@<D&&^x><z>ffi£te^bJ5fc-S»7'a 
^<*^D y ? <D'>tt < 1 1- -abtokSeSlnte J: 0 ©fa $ 
CO 0 1 7] ^^O^Dy^^Tg^-flfCDlfi^mtoTife 

- t'n;U^-^^U>, 2 - tf-jU^y'^ 3 
;^5^i/>, 4- K'rxJUX5 1 U>. 2-X5VU-4- 

[0 0 18] *5?BJ(D7'ny ; >^-&^«r»fiSfig^. 

1. 3-^>^v?X>, 1. 3-^*Vi/3L>*}V>lW. 

»*Hr». fifTSCT'P-y ^k:^** i^DfiSfitt^EStcaS 
-K £ 1 5JS T * , 0tj x « i J ^ ? x x > 7" a y ? ^3 (, > t 
tt. 1 , 2 - \z-Jm-gr&#m«fi$i K 14 2 0 ~ 5 0 3 
»fitfc, 5EfC^SL<(4 2 5~4 0Siii%T*^. 
CO 0 1 9] *5E^<D^n.y^*.ffi^ ( c«t^^JE<o 

T. #&vx>te£^££#:7ny^:£YTrsU£:£:# 
K. X (YX) m. (XY) nXiiY (XY) p (dC 

ffl 1^3 L-H. 
[0 0 2 0] ±gLfe^D-^ YfcrfcUTtt. »ffii?x 
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mateG<0 5 0 *JkLh, £ L < u 8 0 K£l±*t**g 
X I4^#*^;^ |/ > - :/$^x > ^ p ~/ 

gsu u > - -r v ^ > r p y ^ ^m-s^ 7 j<^ 

Xfl/>-^fv7l,>ya-^Mt# (SEP. 
10 ^>-x5P^>-yni^>:r a .;,^TB£.flo , 7 j<^ 

^^^>-^> ; X>-X5 1 l^>^0-/i7#Ii-&^ ( S 
EES. X^U>-X5 i P>-y^U>-7s?U>^D 

^Dy?*2^ (SEPS, X?l/>-xf i^>-7 

Z tl 6 © tf> T- S E B S S E P S ^CDjg^t^OD x - Y 

[0 0 2 1 ] *51!BJ©7*n»,i7^g^ ( -^uTtt t ^ 

*<Sco$*«*«i o~6 oiEM% (^S^xxrtLi^-r 
S*KiS*fSC9-i?riS-ffi*< 9 0-4 0l£rg%) 
#*K, 15~40SM% (P85~60ffiia%) 1? 
^ 3 c: t tSS M fc» i LH. C ©5f * b Iri ?SH ^ jajJHt" -5 

CO 0 2 2] )3£^ (B) Oyayfjji&GftvgtyLitgfr 

tl*^*"tn*t«*<?)T» JS¥1*I»?SI43 0. 0 0 0 
-5 0 0, 0 0 0©TOHfcA*C9*i»*L<. SfcSf'i 
L<te5 0, 0 0 0~3 0 0, 0 0 0©i?3BBT^-S,. 
CO 0 2 3] CL^lbT'Dy^^ffi^oSBii^ttx 

40 ^"Cf9 6*l**»Ot?»- 3 TfeJ:<, Sfc^> (B) 

CO 0 2 4] (B) 0?n^*I^(j, ^ 

(A) ©ri/fl^^CDK^PET^hJ^OPETSjacD 

©wsi o oaa»ic»L. i~ioojesa5. 

<(42-5 0^SS?. SfCi(fiU<(42~2 5 gfi&ffa 
50 ifiMfcU ^MOS^ »«H4*f®T-r-5cr)Tif*b<^ 



( 5 ) 



[0025] ^t. *»mk*i»tHv ^mmm^Kom 

£L<. I? : l/>60~99. 5!BS%x ^iJvyM 
SW-^-Ste 0 . 5-40 36&%x ft&(0^fflfnmS#: 0 ~ 
3 9. 5£«K<h(,i5ffiJ*T?as;:<fc:&J#2fcLu. 

'J ->i;;H7fJk y^> hU*;U#>jg^y^ij>-i; 

a-$> D07>J;k ?W>«. ^Dh>B; > 7^r^ 
;k T>J^^Ui->-JUx-^;k yy->-y;k**->x:r 

®. tfx;ux^.5=-;nsg, a, e -x^xst^fiSfo*;)/ 

fcfx;k ^ai£sj->Bitr=;k fx;K>Vi- hs?co 
fcfxjuxx-rJHB^ 7^U;kM. ^^^'jju^. 7^ ij 

Zf^JV-, 2 -X^U^^vJU-, v-^D-\^i/;U 
K-5*^P-v ^^^i^-^xx-T^Mfgi, x'U 

9-»kr— yjk b'x;kx^;ux-T-;pa?o t'x;kx-^ 40 

CO + T 7 i7 ij ;ugx;*. ^ JPtftt fcjrj- jlk 
CO 0 2 6] ±SBX#+^S«-l¥*U7^>*a^#© 

X^k^-T^IJ^gjx^^-^^^g^ 
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U > - * ^ * ij # .j ^Jl^^at^ £ L Ui J 
[0 0 2 7] *<a<&<D0?£ L^l#*->Ifttk7^ 

t^>- 1 ^cDUiakS-S'^s if U>-7ahfk>M-& 

x^>-y-^>- l^sdfli, x^y-^-t 

>-ljft2*«s. X^U>-4-^5 i JU^>^>- 
S*#. X5 i U->-^- : 7^>- 1^#§oi?i / > 



u->-yDek>^s-s-zfA, x^u>-y Q t'u>- 

[0 0 2 8] *J!fll:*HT (C) JSE»±UTfflflI**l 
*^SflJigig-6-#4'0 : &p— oco«{fife^-^*5 tfx;u 

a5 <*) a^flsium ^wtca. ^^u>. Mia 

>, X5--;k7.^P>, -f vyDhVk^5 L k>. ^PJkX 
6F-k>, a-^SSX^I/>, 

> > a ~ x ^-'^^U'>^©h'z:;k^ ; S : ^iiiM-(*, 7^ 
'J -fUKSS 1 L < Wt ^ ^ 2 U ;l-@U<D^^3gt 1 ~ 7 CD 7;i/^ 
XZ^k r^UJP«©^^U-, X? 

Kg6kTx;k yat'^->^t:x;i/^cot:x;kx 
^^Wftfr, T^WSK, 'JJU75 K^co 

^U-f>«. 7v;u?g, <^zi>(^, ->h5a>jie, ^ 

^coiS^&I^T-Stt 10-15000. »^L< 
H 5 0-1 0 0 0 0*fiS5T* 



( 6 ) 
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1 5 0 0 OM/^t^ tiSLfflliifi&ftZ 
[0 0 2 9] S&ffi<0*JBffi£S^fl:£8aS?"*|fc<©^7 

CTx.tf^-spe - 5 1 7 6 7 ^^^ftfii-V- 6-1 

0270 2^&wzim<n®i&x&&m^z<DtiW£V 

■smzmzmfflitLif), mz'j>tt.< th-m<D\i-^m io 

Ett5~4 0 0Sfi3B(C, ^<7?5-^*>»ki5-&tt^ii 
&ik%)$:£-jmvrifcl 0 O&RBIZMLT, 0. 1- 

i oaisgpt. i omm<D#mm-<&&%iztb<Dftm$Lm 
SfflfiKc^L-To. o i-smmBii^mm^L-ibtcm 

i@i$ifc42)&tf 5- v 7 * J^iGWt&mZ x#* v-S^tf 
0 0-3 0 OtTSSHEit^r tJcit). *%W<»gr 

coo3o] *f%wv&mmmm&&iz&, mzwmz 

«tt»*l, X#^i>^^-^-u 7 ^ >#3j-fr#:#l 0~9 30 
OSH%, »*L<«2 0~8 OSM96-C. t'x;t/?fc 
(#) ££##9 0-1 011%. 4?£L<«;8 0-2 
0 X^^S^*;^ 7* 

[0 0 3 1] #»«Kfelr»T (C) fl»tl/TJBW5n 

z&JStomm&tevm&ffli, (a> jsje^i o oma» 40 

^0, 0~50mS35. #£L<t£l -2 OSSSPx S 
T * 5 «» . & < T t> WHS J«»tt CM U T K ffl 

[0 0 3 2] **WTfflU6n«ffl«aiEtL/Ttt. ± 50 
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55©flg<»E5> (A) - (C) *3J*rE#t3T#*fc©-c» 

ii5$$T&-5. (A) - (C) <Z?ffi-&HStCte#(CKg5£ 

[0 0 3 3] *5EWfc*tt54»teaL5fcttttx _hg£^> 
(A) - <C) OiR*tt*IWrSHC»IISgSt*fl!l»T^ffl^ 
±. JfSKli (A) OTflPET»fi^5x 
ts»jfc£t±. P E TOHt^*S9©ja8ST7E«r« - 1 tc 

<t^>Tf#e.n^. «K**aja (2oi:» rat. jgi 

*a4i*ffcSfc«>#±L<&V». (C) ^ 

**5eW©t»IWftatft©IIJlSt Itttffl till 
KJtiflEtf (A) rt#T?»SPETfMfr«ft«!>#9XlE# 
j&£U:©tt3rt« (C) ^#(DEfc&i?sasfa±/r*<Z>T$? 
SUH. (A) /3£^©a/5: : £-)Sx.-5 

sfta/rf (dsc) iz&zRUM&mzK&rzmMMm 

[0 0 3 4] *&WOH£.FBTMar&l8.mz 



( 7 ) 
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[0 0 3 5 ] *«9!tC^^fcfe«tt» tefflS¥*<Z>gg3iP 
[0 0 3 6] |o 

tm>z>3LTbtz^ 9st , &cfv>3mmxmi<*itmt 
nRztmmm^z-o^TtStfti?*. 
C0037] (a) m& : &.m^<osem? et# s;u 

W-7U-^ (R-PET) 

hfW+MZJV <M) mx. — gs&fl-PE 

tt'fflUfc (Steffi) . ft*, COPETfJB?!/-^© 20 

-ttsiD s c 7 mm) t±«^iJii!«?t:-^©^ji(coia 

[0 0 3 8] ( B ) f&ft : )d~)V%mmfc&%>—m&i? 

X 7U y ? 

SEBS : Septon 8 006 ((&) 5 5 Ugg, 7, 
fl^>^l3 3lM%, h^X>»SEttft4 2 mPa- 
S C3 0*C, 5&m.%) ) 

SEPS:Septon 2 0 0 6 ( (#) 5> u®, ^ 30 
5*U>**«3 SSaas. H^x>j»»ttffi2 7 mPa- 
S (SOX), SffigSS) : 1 2 2 0 mPa • S (3 0t, 
1 0 JSS%) ) 

SEP :Septonl001 ( (**) ^ ^ l^gij. * 
5"-U>^frt3 5MS%v K^x>«SR«Sffi7 0 mPa • 
S OOt. 1 01I£i%) ) 
[0 0 3 9] (C) : XjIs+S'S**;*-^ 
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I^it^W (#) S^oy57h*a^ 
EGMA-g-P S : tf^A-A4 1 0 0 (B^fffljjB 
<t*> 8. X^U>-^iJ->i?JM^^UU-h«2B-& 40 

'M?U>(5^?7h*]S*flE, EGMA/PS = 7 0 

/3 osia%) 

CO 0 4 0] ?JS»-gE« <«e> 0*«JH^!K©»b:>;> 
M\T#z:ifofi}if»aj$TEX3 0 a (2^Xi"Ji-, 
3 2mm, L/D=4 2) £fflt<>7S:. v- U >^ 

gUttiassayQ v t> ztizc i~c 1201 2^7^ 
Sj&D. c i8&fc«rafH«*&n*, c 6 M&zfc 1 1 §& 

>^/-» 1 OaticEfcfc-S.kofciEL 50 



co 0 4 1 ) ^ic. £temzt5ifzteimz!£CF<z>7?mx* 

(1) ^h7D-l/-h (M F R) 
J I S-K7 2 1 OICJRjSlU. ^H^Of^lf- 
( m) JtLWtimS&F-F 0 1) £fflV>T, 2 7 OtR 
tf2. 1 6kgf $sMV>&{ l tX*}l>h7a— U— H (MF 

[0 0 4 2] ( 2 ) &tlRiajftKr®tt!ttatt 

Mttij«mi ( «*) B^-auiRfttj 5 5ELH) 

T. v-'J >^S!;5£fflgf 2 6 0"Cv ^MS4 0tT, 1 

0 Ommx l OBoX4iB©teMS!K»M-*jj]2»L75i. Lfr 

J i s-K7 i i nc^uTi>v;nf-a?92H 

» (U?/7f^) £. J I S-K7 1 7 1 (CUB 

[0 0 4 3] 1) 7D^ + >^(7)%±(CMUT 

1 0 0"C, 4WlfflW7'tt««fcJ:-5TKI»iaiariEtt'<l/ 

fl-f? : 7av*r>t/V5t±?z. 
[0 0 4 4] 2) mm l l$M®az?Vz--&jklzf!aLT 

[0 0 4 5] 3) tt*»K!ftKUfci|+mj6fc»teK«ILT 
O: 7"P7*>W4t«/A X£"Ji-f?ifcfctft< 

[0 0 4 6] iSl fC>7<Tffl (J6£i8(5) cD^fiK^^-. =W 

6 ten LT\mmm<D^-f ^ -y Ktraartt 

0~3 OmnSt'OiROSI^Sj^nft^jgtDaeTF^jg® 

fitictt. T«f<ife«4: LT^l/^ h&ZX»SWaB>*-* 10 0 

4n#F H 1^i!!aLfc. 
C 0 0 4 7 ] g^MCT 1-5 W ittim X " 2 

->')>y®m&m : c i~c 1 o/c 1 i/c 1 2/^ 

-f=1 0 0/1 5 0/2 0 0/2 4 0t 
7.9 Ua- Hlfea : 2 5 Orpin 
[0 0 4 8] ^jSfl.6. 

^-r : Pa®: 

~>'J>y^MK : C 1~C 1 2 = 6 0t757 h 

: 2 5 Orpin 
[0 04 9] ft®ffiJ3 

->u>^ges^ : c i~y-r = 2 8 01:777 h 
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54 
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[0 0 5 2] 3SJS#J 1 — 6 li:fc%W<Df|SfflF f gT<*# 
(A) - (C) CDBSi!rfi3t£3£;tfct><DT-&3. 
^Mffl 1 

SfefiSM 1 ttfiE^ (C) £#U75:0>jTiJ&-£>at, (C) 

[0053] g*mm 2 — 5 

»J2~4^> (A) ~ (C) <9E$fiS$jgn(0 

iSSfflftTf-jgirUT^ (B) ©«Sf*s*.&<bcE>-c 

(b) <omwz£.-?Tvife\zmw%mit>c, 
[0054] mmme 
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: 2 5 Orpm 
[0 0 5 0] «±<9SM1^SI fr^Lfc. 



[0 0 5 5 ] Jjfe ffJ 1 - 3 
ttS*llliffloa«M-*fP«Lfc. Jt&0j2tt/£# (B) * 

«v»fc«n?fe5*t. n <y * > ± c 1 1 h \z mm 
Rn¥«T*«. iiaa*fflie*«PETe!)«tjiRa±K 

[0 0 5 6] 

IKWOM&I U±OM9, PET© 



<72>««*? ft 

Hl»»*^rIJtt#ir*S!!f820**c?)I5 

(72) »w* ©a? mz 

lum^-Mnmmm i ts i $92^ 
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